e A MR GIEE ¢ %3 % 2 (JIRB)(AL)
B 72 7 7 I % % 2 (NIRB)(A2)
CIRB &% % ~ NRPB &% % # (A4)
R0 A0 &

g
=)

L 7P wp # LR E

s
™

A000 Yot AFAT FEREY FREA S d R AREE R A
P+’¢$%ﬁi~’md'%<ﬁww'ﬁT\ﬂ’1%‘ Ak ¢

i

&
&

1000 AFAEPE ﬁi:}?‘:’\%%ﬁ?&:}%"k%° AL © B

&
Ik

1102 2= BRI ST RREERLIERFLEE S T B AL TIREY
SRESBE T FERE o -

1001 AR A RN FEBFEE o
AR R A MRk A E SRR I e ARy ¢ g
WRAIEND B B AATHEVET A RFAF

ii~ﬂf¢$£~ﬁég~ﬂ%if F

e AR ¢ E

~

1003 AEFTAAE 1 Hmf 2877 Bt R TRt B ES
2P

o &
#ﬁ&aﬁﬁﬁﬁ%%héé Fr B E e
PAIE MY A o

2. %Pl d AR R
ﬁﬁiﬁ%ﬁﬁﬁ: R

3. EAPIBY R EHEIEL S FREH ATFRHL
IS BUER L

4. FIEBEARZESHE  RTVRTF G BAAIT
R o R ek d fatf B S e R P
é‘«%*%ﬁ*ﬂ;'p"*Aﬁ?I PIRPERE o Ay HER
ﬁﬁ%@i%ﬁ??ﬁﬁ&%%kﬁﬁ4]ﬁzaﬁ8J
P2 GCPARM 7 v prlc = &) 1 P{lE PR F 2
AT P )

5, tiut#ER 2 EAE > FHIEFALE
panz @Y p2ZpEpe

6. F i EFAR (4o 2 BE s gk CHIVS 2ARTA .
) 2FT P E O HEFHAKAR AEETARLE
Foo

ﬂ

T Ry 111

o

N B

F§
%

4

AR e

23

2

-~

v & & op HpopotiE it

(3

Ei

o

1004 TEEMATFetGh TAgmg A4 4, Vi3 @209 6
Gras p )

Esz‘fz-ﬁ EM Y 4 MEFH IR AP I FZHEN YYYY/MM/D
VersionX (42 & W & S%L) ©
1f1r‘3f94’fLr;a/Fﬂ’“f'ixi(ii$‘"ﬁ‘$§F4 ‘}Fﬁ@"?’ﬁ*?
B FRAIFANRIPEFAL IR (P HEATRY 5
HPRL) FEETAR(FAHFA /B RAFAZ EE
TABRS)E A feA S EF L v IR GEIE T
2.E%i$?ﬂé/?tﬁﬁi?@ %o
2%&%%#1%¢$ﬁ@%$‘a¢$4 ﬁﬁ?ﬁ%ﬂ
?I-),;‘l%j_*i/\%’;ﬁ q”ﬁ;;}p J—%E'F_Lpi’;( ik 2 F
PPEFEL) FEFTAR(ZAFA E/RFAHFLAZHEE
TARE)E A frA S ET L 0 Y FFIRFE TS
2R E 2R AR (o
&i%\%#ﬁ%%§@&?%$ﬁ1F24ﬁ@i%&\#
/%%1%Aiﬁ@@*kﬁiy e il fri & E 5 & 5 ard
FELVERY GF(E TR G ERR) 5 TR
@’%?%4?ﬁ%$?if‘xﬁﬁ?n‘ﬁﬁ&ﬁiﬁ
ﬁ @I%viﬁﬁ IR o

AR e

i

>
7
|

&
R

1105-1
1105-2
1105-3

SRR A PP o RS D YYYY/MMIDDGHE B B #F)
Wmmﬂ FHL B R A M EE) o T e
Kig* Fe s FREHL ISR

% %
P P P

R

| e
Gl T
| B
|
[T =)
s

1106 Lk g ekt 3 B H - CMRP 535 %37 & #5472

FRIRNANY PR FFS IR @RV R LA




2 PR T TR Pé%a PO~ R PP A (3R

v R E e

%R P P '
VHEEE o
231 k4o i% > 2 PDF 4 o
SFrihkiiim A p o 2R E T YYYY/MM/DD(GGRE B P )
VersionX (G4 B % & $5L) °
FE |1107 Eriipe L @ K4 i%>2 PDF A ¢
Hf—r hEzk P ZE S D YYYY/IMM/DDGHE & B #7) T
VersionX (G4 8 5 & %a¥L) o
&3 (1108-01~ |3k b £ 3 XERE réﬁ, ER R | ZRT LT L e
1108-18 DERLRERLE M3t @A 4e % R > 2 PDF 4
FUOERLIBFARFLE 12*52 FHAERIER  FRFEHIFEALFIFL R
HEHE L (i) | " NI E LA L £ n A R
EALREERFLE Wi FRE o RRN FHE AT TR T AT RH
Frrwlsbrild | FLEL o i @myugmd TXeErid, o
£pERLE 2.THEE | FArRAZ Y 0 2EES D YYYY/MM/IDDGH
Fleete e 4% (RIS P ?;);/irsnonxc FHL B A asgu) e i
S pope L TS 3241 EEP\-”E-‘FF‘FW ?Pi—rf‘?\ ’y?#ﬁ“lﬁ‘ﬁfﬁ;'l
NBABRATHREA Y TR
HIRITHRETEH) 44 H /ERE AR E R ﬁi];ﬁr%?ﬁ NREBFHR v IFLIE
AP FHRRESEER R FRVEAT PR KT FRAEF 2 2L
2 (APRFIREA FEROFIPRME > S ERR FALFAGF IR AP A -
= G#FTF*T?'ri”Ei*/gfu B e TR g e A .
175%@%#@ ‘Hr_ HE 1’? "F 13 % *\F;}gj%g—,? a) 'S‘KﬁJi’wé‘v ;{%’r:r%vq_,.g;ujig 'f??
—Fﬁﬁ) B 7 ig%“ mE e
e R S R E 7% rﬁ”ni;%-lz Alege AER 0 3 F AR
—}ﬁé%ﬂ’ﬁ’i,% 8.C-IRB % i ik CDE §# » % o
KRR LD 9. % W B 2R FT AT (7 2 AT Y cDTRE 3R B 0 F BT SR e 2
EHMEHFLD oS F o R Aﬁ FoRoE oo o o clinicaltrials.gov ;
ZHFR%mPLE regulations.gov  (docket 1D: HHS-OPHS-2018-0021). 3% 5% & 1
MEEEFHUER L Jckidd lastvisit 2 60 pp 2% > doj R TR > FHRHF
3 R E AT O F o
TYREEXAEREE
TYERESHERE
SCEARBHITNE )
MESHEERZRAZ
23 |1110 et d 2 LTEF ) Fhiema®p P 23k 0 YYYY/MM/DDG
BB P ) VersionX (Gl B 4 & % 5L) o T
2.’F l?‘i; ‘}(’«‘}"R“g‘}’k\’ /\ﬁilgf‘—’;\‘ °©
gg |11 LEE L .ﬂ:ﬁ LA oW A 2 % (UBER) B
FRFE G TARERETRLAD (P A EFE B
?‘%’ﬁﬁi?ﬁ)’%ﬁk%i Pk N E D SR
23t A P B 0 2 HKE S D YYYY/MM/IDDGRE B P #)
VersionX(F#5. B 5% & ¥a¥L) o
BERFEMRAREBRKERREEBMFTERE(CGRD) ZHM R g
= %ﬁﬁﬁ rREBEMFTERE(CGRD)FEEIEIA . M
3&%
:f-% 2% : ()8 C-IRB BB R - ERBERAUIH
1%§Eit¢azﬁ$%“ ° QARBEIEEREEK C-IRB TEEH
PUTHEEXE -
i (1116 FRFvaE TR R ERe K AR am WARE EFT o T
FERIR VRN AELE
g (1117 =i 8 FTHeHET R Ee g ﬂxl}\zlfé?iam'l“ﬂﬁ%’“a;ﬁ ° T
Ha |1118 EHFEVE iR FA BN LARFLABTINARE 5V
FRPALD FHEIH ’Lﬁl*“’ﬁ@lﬁxéfﬂ*ﬁl“‘“i’ B T




A P s nE

E N F AR L ITRIL)E AP ER o
AT o VI RELE

&5

1119 |47 ¥ B R FR R w@wim Y ErLr
?iW%F“‘%@H’¢ﬁ¢*EW&§W4E:ﬂ£1? .
TOUL B IR A P (TR k2GR ~ @7 WP E (5 o t

ESNE ST S | f’f}?—;lﬂ')‘:* A0 B SEF? o

&5

1_1
S

1120-1 % R i b AR F T ERTRYZNE G T :
M2 P (%zr’f%\ﬁ_?r%i Vi mERE) FRckL
FUT B AN D R E R o
"LF @ X 43 %> 2 PDF# ° T
PR A p B o E kS D YYYY/MM/DDGHE B P #F)
Ver5|onX( FE RS AGE) FRTFEZHEI(RFI)ILFET
i&#%*ﬂﬂ°

fiy
5

1120-2 |8 £ -3#sk#et1 2 AHER P ERG R ZEL T ?’w;f*x;é
LD (b mBFH B BERE) FRIEL
SR E- S —\,uﬁﬁa,k%o
,j_p @;\4“,4, ,5_}:7 PDF;}% —riu
PR A P B 0 ZR S D YYYY/MM/DDGHE B P )
Ver5|onX( FE B AGBE) R Y P E LAY (%F)Li{%
i%‘nf%&ﬂ\ﬂﬁﬂ ’ar.SF360

= ml
- *m»

&
5

1120-3 |z Sadr-2oi e 1 £ (L3Rt X E 2 LM 2 R L &R - P F A
& TR BRI FFR TR, ¢

23 @ K4 ik 22 PDF# -

3&1@”_%%\915;3 D EERKS T YYYY/MM/DDGHE B P #)
VersionX (34 & '~ & ¥ 5L) ©

?léhrﬁ*a‘p%" F(Ao e s b B R 2 SFB 3N )
FF’q“‘—r”'JiIE 1‘5‘%}&&’(}%‘14\%\7 Avéi’d HPE
AP ER L L RRRE(FB TR ) P
P*”?%E’PE+$§%E?N’“$$€?MP’N”° o
24 %A 4 @?Wﬁ$w£?€’uﬂy&ﬁ£$ﬂ@hﬁ% F
F\*Hﬁn.a&p MET o BRI Eil ) B3 A2 AR
IR FB e G EF TR RN B ?FHHW%
. anhrﬁé CEFF KRR AEEB S F R F AR LR
EEH/ET RO ARE S FRRP \F“%imkuﬁ B oBL o 4 et
RIBMA 2 X HRES > S IRBF AW BN » el
R s T ts 7 \°‘*J. IRB %4 oS FEAEgT
FAR IR r/?f&&pﬁ%'«)‘t‘l oo RBE }ffij%vﬁ%ﬂ;'t\&?gvig
A ¥ Z\ﬁ"v——v’bpg °

n‘h

HaE (1121 ot iEEED FHRHER DGR AI R 2T MR ER M F T @
oo RARF YRR e TV AREE AR AR TS
RS 1S RS (R LR @‘:%J E %HM#%#%#? 7 v
Af,é’*h;ﬁ‘iﬁfag}‘f*dp ],~) = RS N
BB BB REE ILJ‘“ Eyrap A TR HERE
HLR AR TES SN
F@ (1209 PG R TENN PR C PG R P B A F R R R R R g
#)»IE‘,E_,W”i irﬂ,é— °
Fag o (1122 FHEZ2PERE LIRS K2 I REEREFAR - RFATEW
ARFREE P RIAFAARF A FERRA RIS 0 A B
DSMP o RES
FHRER AP Y o 2k $ES D YYYY/MM/DDGHE B B #P)
VerS|onX(; EH R A ) o
FE (1112-1~ |grotd Ly Tagpmyprd &, v igo
1124 13 n Bt 53 2.k GFRATIR Y MRRAMS GF p THIIN G LR
Fop i d i%@uﬁ“'a‘**“ (LA DARSE LI Pt o %‘%Er‘%f% -
AL AR ¢ P

ﬁ%"%%ﬁﬁ”%%o
3R A p B 0 2SS YYYY/MM/DD(G

T f%%ﬁ;ﬁ%f}%?ﬁ#x;; AR R
137

Jifr

9P #)




ER AL

P

w

VersionX (G4 B 5% & % 5L) -

&

REi

1113

AFAEFRB GRS

ip ik 3
7 =3 E’

g laigpmygcd i, 1.
2AFABREHBIpARBEEF -

3tk A p o 2R B D YYYY/MM/DDG
VersionX (G4 8 % & $ik) o

Bpi)

i

1114

LW RA R TR

BN AP M 2 o B A Tk v R o

—r;\.

1115

ALy

—r;\.

G | B3| B

i | |4

1133

s ELR €t
Fl’}

it Em f‘i—%’f ’é—;—%‘;\}h RE LD LPE- o g ep
HEL R R ALEP -*C-IRB Bl 22 ATk LEP 4017

IO

1=

=g

&5

&

1130

}EI’;

ER G SRR AL S e B AN F -

=g

&

5

1131

BHPELR §F LR
§

DEPENEY
Fl’}

:E_. FE‘

ER G LA
4 F2 2 o

P kP R RG2(Z )M pra¥Eikd 2 4 5

—r;\;

1132

ATFE BR%F LED

ARt AT S A FIE R

—r;\.

e | G
5| 485

1124

H

< {*

Hu At LT AL o

&

5

1126

3 pq

i
% @ipﬁ'%vﬂ-

CIRBINRPB % %
REP 29D

Bkt g FreL b L@En (FaIAR

—r;\;

Rt

1128

Y

ABLZRF

é

T

F’fﬁ -]'13'- Bl %_Pgr»/\%i\pﬂ};a 1;] FE}]Q)
s gt e g‘frm‘aﬁﬁﬁ:*‘7 T FR3E

=g

&

&

1127

i%ﬁ.&.i*’?

CIRB/NRPB &|
iT%ﬁW

-
CIRB/NRPB &| % % 1
R

PHRALB TR AT ALIEF AL

=g

&

&

1123

o (= o | B s
i ﬁ‘: g_vm, l‘ﬂ‘\“-*vs;@

of W |

—I—‘i‘"iﬁlll 3

‘Fé‘%i Ek‘é\ g)g
F*ﬁﬁé#$g-
LIRS T EET R R

FHHER ST KR
lq**ﬁ%?*%i
WA E o BP ~
ﬁH@L%%
&Tﬂlﬁ L e FEE e (FEEREL)
E %3_%%{%; v Bw R 4 F T ﬁ\g‘fr‘,,}_\;ﬁgk o
4%&%%m*~*@w:
Az RERFFHL D FAMGE
POMLERGECEETHAL)
AARF R AR A .
B.p & 1% f 5 (ATM)# & 535 (£ 4 7
PRy 2 P BB AT IS R B 0 3
£3F 5 75 % 100,000 ) -
gt R R ObE R SR () R oo
%éﬂﬁ@ﬁm%yﬂﬁﬁﬁﬁﬁﬁrmﬁ»ﬁﬁﬁﬁ
CHRRATMERIGG(ZFFp ) FF iz FL2yeie
SRR 2 ApT 0 BT EFe FREE ATM kR 3
THpMF ET TR M TR RS R E IR
¥*%cqﬂﬁﬁﬁiﬁiﬂﬁwuﬁimomom)
DéK e sl ren(Fdy s d):
’ “]I—r}\f" FO iﬁﬁ’“fﬂf‘f% 4A\f—r L EE

fﬁﬁ@m BLERE LA TR TR

gL

NEFIEIEGN

I Ea TE L TR
i Z
>

;/*f/\;j_,m:_ rl“\ll}

pi)iw g
i 'Kﬁ:f”\g#pfﬁﬂ %(J’* PR

R SRR

sy % E
rr-rrw

»

=g

LO01-1A

e ;7@1_ Y a

ff\ﬁﬂ';‘}]\ ;Eﬁ ﬁaé ’d ,‘ .,uflfra ]Hﬁ]—t;%lx\ﬁlgj

AR

&3

|

1138

RAALR §F LED

MRAANELIFTHEZAMFTEE (292 #Et'ﬁigf”ﬁ7fi§
’F?{) 1‘13"%’ EAR L 4 z,/};lu_%*;ig%’:rﬁvfi\/\fﬁlﬁ
1/21% 15 ll%*iﬁ’*lg/ﬁlu_i.*:ﬁf’ﬁiﬁﬁf]' 4:g’:'f ‘2 2R
*’ﬁ%ﬁﬁﬁWiﬁﬂﬁ’%ﬁw%%a&iﬁ 'y
Gt R g AR -

¥ AR

&

&

1139

B%RiE2an l3n(DHHS) 3 2 5 FE R EH 2 A3 &
AN BIFERAT N 4 54 AP 2 FTH
zfﬂ?Fﬁ&.~‘%\"5”'J& PRV EFPRE TR RS
%iFY—_.yUFIQ%J

452 g2 15‘/:1~'T1'ﬂl 52~

¥ AR

&5

&

1140

RN

\1 ﬂ% ‘gh\‘

Wﬁimﬂ%¢MH$§gi? e

J:‘J«

e AR




&5
=

we
2 REE b2 )

&5
5

? gt W and - ol 2 # 2_3% » ¥ g 7 1 I'\r"f‘%‘PF' N
3+ S > = gﬂ i Bﬁ] ffri_ 5‘5 'J'FK(Dl IHS)? i%'\ S FF T =1
I]ZH ’-1 gu l‘,‘ w - ', 'rﬂ B 4 ?F }F‘ Y .

A

&5
15

% ERLY S AT A RSP
B RiFE2iBfI3"(DHHS) ¥ §52 3+ 4 > ¢ 5 T

1140-2 $%§%$ p%i%i%zﬁhﬁkiﬁﬁﬁo

LR

&5
5

o 5 2 y ¥ 2 f;\'gj"w/é'%g“
% RFELARTIOHHS) FiF 2 3 40 ¥ F 4 '
1140-3 %$gkiﬁﬁpfi%gqgkiﬁﬁﬁ°

=12
pHARLY F2




